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1
SUSTAINED VARIABLE NEGATIVE
PRESSURE WOUND TREATMENT AND
METHOD OF CONTROLLING SAME

CROSS-REFERENCE TO RELATED
APPLICATIONS

This application is a continuation of U.S. patent applica-
tion Ser. No. 12/812,232, filed on Jul. 8, 2010, which is a U.S.
National Phase of PCT International Application No. PCT/
US2009/030497, filed on Jan. 8, 2009, which claims the
benefit of U.S. Provisional Patent Application No. 61/019,
819, filed on Jan. 8, 2008. The disclosures of these prior
applications are incorporated by reference in their entirety
and should be considered a part of this specification.

BACKGROUND

1. Field of the Invention

Certain embodiments of the present application relate to
treating a wound by applying reduced or negative pressure to
the wound.

2. Description of the Related Art

The treatment of open or chronic wounds that are too large
to spontaneously close or otherwise fail to heal has long been
a troublesome area of the medical practice. Closure of an
open wound requires inward migration of surrounding epi-
thelial and subcutaneous tissue. Some wounds, however, are
sufficiently large or infected that they are unable to heal
spontaneously. In such instances, a zone of stasis in which
localized edema restricts the flow of blood to the epithelial
and subcutaneous tissue forms near the surface of the wound.
Without sufficient blood flow, the wound is unable to success-
fully fight bacterial infection and is accordingly unable to
close spontaneously.

An initial stage of wound healing is characterized by the
formation of granulation tissue which is a matrix of collagen,
fibronectin, and hyaluronic acid carrying macrophages, fibro-
blasts, and neovasculature that forms the basis for subsequent
epithelialization of the wound. Infection and poor vascular-
ization hinder the formation of granulation tissue within
wounded tissue, thereby inhibiting wound healing. It there-
fore becomes desirable to provide a technique for increasing
blood circulation within wounded tissue to promote sponta-
neous healing and to reduce infection.

Another problem encountered during the treatment of
wounds is the selection of an appropriate technique for wound
closure during the healing process. Sutures are often used to
apply force to adjacent viable tissue in order to induce the
edges of a wound to migrate together and heal. However,
sutures apply a closure force to only a very small percentage
of the area surrounding a wound. When there is scarring,
edema, or insufficient tissue, the tension produced by the
sutures can become great, causing excessive pressure to be
exerted by the sutures upon the tissue adjacent to each suture.
As a result, the adjacent tissue often becomes ischemic,
thereby rendering suturing of large wounds counterproduc-
tive. [fthe quantity or size of the sutures is increased to reduce
the tension required of any single suture, the quantity of
foreign material within the wound is concomitantly increased
and the wound is more apt to become infected. Additionally,
the size or type of a particular wound may prevent the use of
sutures to promote wound closure. It therefore becomes desir-
able to provide an apparatus and method for closing a large
wound that distributes a closure force evenly about the
periphery of the wound.
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2

Wounds resulting from ischemia, or lack of blood flow, are
also often difficult to heal since decreased blood flow to a
wound may inhibit normal immune reaction to fight infection.
Patients that are bedridden or otherwise non-ambulatory are
susceptible to such ischemic wounds as decubitus ulcers or
pressure sores. Decubitus ulcers form as a result of constant
compression of the skin surface and underlying tissue thus
restricting circulation. Since the patient is often unable to feel
the wound or to move sufficiently to relieve the pressure, such
wounds can become self-perpetuating. Although it is com-
mon to treat such wounds with flaps, the conditions that
initially caused the wound may also work against successful
flap attachment. Wheelchair-bound paraplegics, for example,
must still remain seated after treatment of pelvic pressure
sores. It therefore becomes desirable to provide a treatment
procedure for ischemic wounds that can be conducted in situ
upon an immobile or partially mobile patient.

Other types of wounds in which ischemia leads to progres-
sive deterioration include partial thickness burns. A partial
thickness burn is a burn in which the cell death due to thermal
trauma does not extend below the deepest epidermal struc-
tures such as hair follicles, sweat glands, or sebaceous glands.
The progression of partial thickness burns to deeper burns is
a major problem in burn therapy. The ability to control or
diminish the depth of burns greatly enhances the prognosis
for burn patients and decreases morbidity resulting from
burns. Partial thickness burns are formed of a zone of coagu-
lation, which encompasses tissue killed by thermal injury,
and a zone of stasis. The zone of stasis is a layer of tissue
immediately beneath the zone of coagulation. Cells within the
zone of stasis are viable, but the blood flow is static because
of collapse of vascular structures due to localized edema.
Unless blood flow is re-established within the zone of stasis
soon after injury, the tissue within the zone of'stasis also dies.
The death of tissue within the zone of stasis is caused by lack
of' oxygen and nutrients, reperfusion injury (re-establishment
of blood flow after prolonged ischemia), and decreased
migration of white blood cells to the zone resulting in bacte-
rial proliferation. Again, it becomes desirable to provide a
technique for treating burn wounds by enhancing blood cir-
culation to the wounded tissue to inhibit burn penetration.
Negative pressure wound therapy has been around for many
years and has been proven to assist with the healing of
wounds.

SUMMARY

In some embodiments of the invention, reduced or negative
pressure (e.g., below atmospheric pressure) can be used to
assist with the healing of wounds, and can be used in three
general modes. The first general mode is a continuous mode,
wherein negative pressure is applied in a constant manner up
to a predetermined pressure, where the negative pressure is
held at this level. The second general mode may be charac-
terized as being intermittent. In the intermittent mode, the
negative pressure is preferably generally applied to the
wound and then either released or disabled, allowing for a
gentle or sudden release of the pressure back to atmospheric
pressure. The third general mode, a variation of the intermit-
tent mode, comprises application of the negative pressure to
the wound at a first magnitude and then either releasing or
disabling the pressure such that the negative pressure reaches
a second magnitude. Application of intermittent pressure to
the wound can assist patients with chronic, traumatic, and
other type of wounds by healing such wounds in a rapid and
efficient manner.
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In some embodiments, such wounds are treated by using a
negative pressure wound therapy apparatus preferably com-
prising a wound dressing, a fluid collection device, one or
more conduits, filters, a suction source (e.g., a vacuum pump)
configured to apply cyclical reduced pressure to the wound,
and a control device configured to control the suction source.
In some embodiments, cyclical reduced pressure may be
applied to the wound between two or more magnitudes of
pressure below atmospheric pressure and at one or more
frequencies of cycling.

In some embodiments, the apparatus may comprise one or
more sensors configured to monitor physiological conditions
of a patient, such as temperature, pressure, blood flow, blood
oxygen saturation, pulse, cardiac cycle, and the like. In some
embodiments, the control device may receive the conditions
monitored by the one or more sensor and control the suction
source based on the monitored conditions.

In some embodiments, the apparatus may be configured to
apply cyclical reduced pressure to the wound in synchrony
with the monitored heart activity of the patient received from
the one or more sensors. In some embodiments, the control
device may control the suction source to apply a reduced
pressure at a first amplitude during duration of systolic
period, and to release the reduced pressure at the first ampli-
tude to apply a reduced pressure at a second amplitude during
duration of diastolic period. In some embodiments, the con-
trol device may control the suction source to apply a reduced
pressure at a first amplitude during duration of diastolic
period, and to release the reduced pressure at the first ampli-
tude to apply a reduced pressure at a second amplitude during
duration of systolic period. In some embodiments, the
reduced pressure at the first amplitude may be applied during
the entirety of systolic period and a part of diastolic period. In
some embodiments, the reduced pressure at the first ampli-
tude may be applied during the entirety of diastolic period and
a part of systolic period. In some embodiments, cycling
between the reduced pressure at the first amplitude and the
reduced pressure at the second amplitude comprises varying
reduced pressure according to a time-varying waveform such
as a square, half-wave rectified trapezoid, and triangular
waveforms and symmetric, half-wave rectified, asymmetric,
and partially rectified asymmetric sinusoidal waveforms.

In some embodiments, the apparatus may be configured to
apply cyclical reduced pressure to the wound in synchrony
with the monitored blood flow through the wound received
from the one or more sensors. In some embodiments, the
apparatus may be configured to provide a baseline negative
pressure of approximately 10-12 mmHg below atmospheric
pressure, and to cycle the negative pressure by increasing the
negative pressure applied to the wound by approximately
20-150 mmHg, at a frequency of approximately 20-60 cycles
per minute. In some embodiments, to provide brief sustained
levels of greater negative pressure, the apparatus may be
configured for a baseline negative pressure of approximately
20 mmHg below atmospheric pressure, and for cycling the
negative pressure by increasing it to approximately 200
mmHg below atmospheric pressure, at a frequency of
approximately 120 cycles per minute.

In some embodiments, the apparatus may be configured to
apply cyclical reduced pressure to the wound such that the
reduced pressure at the second amplitude is between 5 and 85
mmHg above the reduced pressure at the first amplitude. In
some embodiments, the apparatus may be configured to cycle
the reduced pressure at the first and second amplitudes with a
frequency of 200 to 400 cycles per minute.

In some embodiments, the apparatus can comprise an air
reservoir and one or more valves and pressure sensors or
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gauges to allow for rapid cycling of the level of reduced
pressure within the wound dressing between two or more
reduced pressure values. The air reservoir, valves, and pres-
sure sensors or gauges may be configured to supply positive
pressure to the wound dressing from the air reservoir and
reduced pressure to the wound dressing from the suction
source. In some embodiments, the apparatus may be config-
ured to comprise one or more conduits connecting the suction
source and the air reservoir to the wound dressing. In some
embodiments, the apparatus may comprise one or more safety
valves.

In some embodiments, the air reservoir can be connected to
the suction source and the wound dressing, and configured to
supply positive pressure to the wound dressing. A control
valve may be connected to the air reservoir and the wound
dressing, the control valve may be configured to circulate air
from the air reservoir into the wound dressing. In some
embodiments, the apparatus can be configured to apply cycli-
calreduced pressure to the wound by closing the control valve
during application of the reduced pressure at a first amplitude
and opening the control valve during application of the
reduced pressure at a second amplitude, such that opening the
control valve circulates air from the air reservoir into the
wound dressing.

Other embodiments of the invention are directed to meth-
ods for utilizing the apparatuses described above, and the
subcomponents of the apparatuses described above. In one
embodiment, a method for treating a wound of a patient is
provided. A wound dressing is placed over and encloses the
wound, the dressing adapted to maintain reduced pressure
between the dressing and the wound. Reduced pressure is
applied to the wound, wherein the applied reduced pressure is
cycled between at least two different magnitudes of reduced
pressure. In one embodiment, heart activity of the patient may
be monitored, and the cycling is synchronized to the moni-
tored heart activity. In another embodiment, positive pressure
may be supplied to the wound dressing from an air reservoir.
A control valve may be closed between the air reservoir and
the wound dressing during application of reduced pressure at
a first amplitude, and the control valve may be opened during
application of reduced pressure at a second amplitude,
wherein the opening of the control valve circulates air from
the air reservoir into the wound dressing.

BRIEF DESCRIPTION OF THE DRAWINGS

These and other features, aspects and advantages will now
be described in connection with certain embodiments, in
reference to the accompanying drawings. The illustrated
embodiments, however, are merely examples and are not
intended to be limiting. The following are brief descriptions
of the drawings.

FIG. 1 is a schematic representation of a continuous
reduced pressure program.

FIG. 2 is a schematic representation of a sustained variable
reduced pressure program.

FIG. 3 is a schematic representation of an embodiment of a
sustained variable negative pressure wound treatment appa-
ratus.

FIG. 4A is a schematic representation of another embodi-
ment of a sustained variable negative pressure wound treat-
ment apparatus.

FIG. 4B is a schematic representation of another embodi-
ment of a sustained variable negative pressure wound treat-
ment apparatus.
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FIG. 5 is a schematic representation of another embodi-
ment of a sustained variable negative pressure wound treat-
ment apparatus, illustrating sensors embedded in the wound.

FIG. 6 is a schematic representation of another embodi-
ment of a sustained negative pressure wound treatment appa-
ratus, illustrating sensors positioned adjacent to the dressing.

FIG. 7A-7G is a schematic representation of a sustained
variable negative pressure program wherein negative pres-
sure cycling is synchronized to a patient’s heartbeat.

FIG. 8 is a schematic representation of a sustained variable
negative pressure program wherein negative pressure cycling
comprises pulsing.

FIG. 9 is a schematic representation of another embodi-
ment of a sustained variable negative pressure wound treat-
ment apparatus, illustrating control, recording, and alarm
devices.

DETAILED DESCRIPTION OF THE PREFERRED
EMBODIMENTS

Negative pressure can be used to assist with the healing of
wounds, and in certain embodiments of the invention, can be
used in three general modes. The first general mode is a
continuous mode, wherein negative pressure is applied in a
constant manner up to a predetermined pressure, where the
negative pressure is held at this level. For example, FIG. 1
illustrates continuous application to the wound site of nega-
tive pressure 80 mmHg below atmospheric pressure.

The second general mode may be characterized as being
intermittent. In the intermittent mode, the negative pressure is
preferably generally applied to the wound and then either
released or disabled, allowing for a gentle release of the
pressure back to atmospheric pressure. A variation of the
intermittent mode, referred to herein as sustained variable
negative or reduced pressure, comprises application of the
negative pressure to the wound at a first magnitude and then
either releasing or disabling the pressure such that the nega-
tive pressure reaches a second magnitude. For example, FI1G.
2 illustrates application of sustained variable negative pres-
sure to the wound by cycling between negative pressure
amplitudes of approximately 85 mmHg and 10 mmHg below
atmospheric pressure. As is illustrated in FIG. 2, negative
pressure of about 10 mmHg below atmospheric pressure is
first applied to the wound. Subsequently, the negative pres-
sure is increased (e.g., spiked) to 85 mmHg below atmo-
spheric pressure for a short duration, and then released back
to about 10 mmHg below atmospheric pressure. Such treat-
ment may be advantageous when a wound causes a lot of pain
or when the healing has reached a plateau.

In some embodiments, the apparatus preferably provides
sustained variable negative pressure, which may allow for
greater versatility in the application of negative pressure
wound treatment. At least some embodiments of the appara-
tus are preferably configured to allow a medical practitioner
or patient to apply a negative pressure in any of the three
general modes discussed above, or to switch from one mode
to another during operation. In some embodiments, the cycle
frequency and amplitude of sustained variable negative pres-
sure that the apparatus can provide may be adjusted by a
patient or a medical practitioner, or may be pre-programmed
in the apparatus.

Sustained variable negative pressure wound treatment is a
new and novel concept that can assist patients with chronic,
traumatic, and other type of wounds by healing such wounds
in a rapid and efficient manner. For example, delivery of
sustained variable negative pressure can be synchronized to a
patient’s heartbeat to maintain better blood flow through the
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wound and to promote healing. As another example, delivery
of sustained variable negative pressure can be decreasing the
amplitude of pressure below capillary closing pressure, thus
maintaining a higher level of blood flow through the wound.

FIG. 3 is a schematic view of an embodiment of a sustained
variable negative pressure wound therapy apparatus 20. As
described herein, a sustained variable negative pressure
wound therapy apparatus may be configured to treat a wound
by application of reduced pressure (e.g., below atmospheric
pressure) to a wound site 22 at different amplitudes so as to
provide sustained variable negative pressure to the wound site
22 in a controlled manner for a selected period of time.

As is illustrated in FIG. 3, the negative pressure wound
therapy apparatus 20 comprises a wound cover or wound
dressing 24 for enclosing a wound site 22 and providing a
fluid-tight or gas-tight enclosure over the wound site 22 to
effect treatment of a wound site 22 with sustained variable
negative pressure. For the purpose of creating suction within
the wound dressing 24, the wound dressing 24 is connected to
avacuum system 26 to provide a source of suction or reduced
pressure for the sealed wound dressing 24 at the wound site
22. The suction source 26 may comprise a vacuum pump 30
that preferably cycles between at least two predetermined
levels of negative pressure, the negative pressure being
applied to a wound or wound dressing, wherein the predeter-
mined levels of negative pressure are greater than zero such
that a negative pressure is always applied to the wound or
wound dressing. The suction source 26 may further comprise
acontrol device 32, a filter 34, and tubing 36 that connects the
vacuum pump 30 to a fluid collection system 28. Predeter-
mined amounts of suction or reduced pressure are produced
by the vacuum pump 30. The vacuum pump 30 is preferably
controlled by a control device 32 that will be described in
greater detail below. A filter 34, such as micropore filter, is
attached to the exhaust of the vacuum pump 30 to prevent
potentially pathogenic microbes or aerosols from the wound
site 22 from being vented to the atmosphere by the vacuum
pump 30. In some embodiments (not shown), the filter may
preferably be positioned between the fluid collection system
28 and pump 30 along tubing 36 such that the pump may be
protected from contaminated fluids. In some embodiments,
the suction source 26 can comprise tWo or more vacuum
pumps 30 (primary and secondary pumps) connected with
tubing 36, preferably arranged in parallel. As described
below, the additional pump may provide faster switching of
reduced pressure cycles, increased suction, and a higher level
of safety and product quality by providing pump redundancy
to prevent a suction source failure in the event that a single
pump fails. In some embodiments, the cycle frequency and
amplitude of sustained variable negative pressure that the
apparatus can provide can be adjusted by a patient or medical
practitioner, or can be pre-programmed in the apparatus. For
safety reasons, there may be limits as to how low or high the
frequency and amplitude may be adjusted or pre-pro-
grammed.

Between the wound dressing 24 and the suction source 26
is a fluid collection system 28 for intercepting and retaining
exudate that is aspirated from the wound site 22. The fluid
collection system 28 is preferably interconnected between the
suction vacuum pump 30 and wound dressing 24 to remove
and collect any exudate which may be aspirated from the
wound site 22 by the wound dressing 24. The wound dressing
24 preferably functions to actively draw fluid or exudate from
the wound site 22. Collection of exudate in a fluid collection
system 28 between the vacuum pump 30 and the wound
dressing 24 is preferred to prevent clogging of the vacuum
pump 30.
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As illustrated in FIG. 3, the fluid collection system 28 may
be comprised of a fluid-impermeable collection container 38
and a shutoff mechanism 40. The container 38 may be of any
size and shape suitable for intercepting and retaining a pre-
determined amount of exudate. Many examples of such con-
tainers are available in the relevant art. The container 38
illustrated preferably has a first port 42 and a second port 44
positioned on the top of the container 38. The first port 42
preferably enables suction to be applied to the wound dress-
ing 24 through the tubing 46 and also enables exudate from
the wound site 22 covered by wound dressing 24 to be drained
into the container 38. In some embodiments, the tubing 46
may comprise two or more tubes, with constant level of
negative pressure and cycled negative pressure being applied
through different tubes to a wound or wound dressing. In
some embodiments, the tubing 36, 46 can be sized and con-
figured to conduct enough air to permit the apparatus to
rapidly cycle the level of reduced pressure within the dressing
124 between two or more reduced pressure values. The con-
tainer 38 provides a means for containing and temporarily
storing the collected exudate. A second port 44 is also pro-
vided on the top of the container 38 to enable the application
of suction from the vacuum pump 30 to the container 38. As
mentioned above, the second port 44 of the collection system
28 is connected to the vacuum pump 30 by a vacuum line 36.
The collection system 28 is preferably sealed approximately
gas-tight so that as to enable the suction vacuum pump 30 to
supply suction to the wound dressing 24 through the collec-
tion system 28.

The fluid-impermeable wound cover 50 in the embodiment
of the wound dressing 24 illustrated in FIG. 3 may be sub-
stantially rigid (to better support application of cyclical nega-
tive pressure) or flexible sheet. The sheet may also include an
adhesive, and may be a fluid impermeable polymer sheet for
covering and enclosing the wound site 22, including an
optional absorbable matrix 48 within it, and the surrounding
normal skin 52 around the wound site 22. In some embodi-
ments, the wound cover 50 may be of biologically created
material, such as artificially grown skin. In further embodi-
ments the matrix 48 may be non-bioabsorbable, as is known
in the art. The wound cover 50 preferably includes an adhe-
sive backing 54 which functions to seal the wound cover 50 to
the normal skin 52 around the periphery of the wound site 22
s0 as to provide a generally gas-tight or fluid-tight enclosure
over the wound site 22. The adhesive cover 50 preferably has
sufficient adhesion to form a fluid-tight or gas-tight seal
around the periphery of the wound site 22 and to hold the
cover 50 in sealed contact with the skin 52 during the appli-
cation of suction, reduced or negative pressure, or cycled
negative pressure. The wound cover 50 also preferably pro-
vides a gas-tight seal around the tubing 46 at the feedthrough
location 56 where the tubing 46 emerges from beneath the
wound cover 50. The tube segment 46a embedded within the
absorbable matrix 48 preferably has at least one side port 58
positioned within the interior of the absorbable matrix 48 to
enable a substantially uniform application of reduced pres-
sure throughout the enclosure. In some embodiments (not
shown), the tubing 46 may be connected to the wound dress-
ing 24 through a port positioned on the top of the dressing.

In some embodiments, the wound dressing 24 may also
comprise an intermittent layer (not shown) configured to
evenly distribute the suction over the wound. The intermittent
layer may contain a variety of materials that partially collapse
under application of negative pressure, such as gauze and
gauze type materials, open cell foams, sponges, matrix type
materials, and the like.
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The absorbable matrix 48 can be placed over substantially
the expanse of the wound site 22 to encourage growth of
tissue in the area of the wound site 22 into the matrix 48 as the
wound heals. The size and configuration of the absorbable
matrix 48 can be adjusted to fit the individual wound site 22.
It can be formed from a variety of absorbable materials,
preferably a material that is also porous. The matrix 48 should
be constructed in a manner so that it is sufficiently porous to
allow oxygen to reach the wound site 22. The absorbable
matrix 48 is preferably constructed of a non-toxic material
that is absorbable by the epithelial and subcutaneous tissue
within the area of the wound site 22, such as collagens derived
from healthy mammals, absorbable synthetic polymers, or
other materials similar to those used for absorbable dressings.
However, other materials for and configurations of the
absorbable matrix 48 can be used with the negative pressure
wound therapy apparatus 20 disclosed herein, such as is
described in U.S. Patent Application Publication No. US
2004/0073151 A1, which is incorporated by reference herein
in its entirety.

In some embodiments, the apparatus may comprise a
dressing 24 that is configured to distribute the negative pres-
sure approximately evenly to all portions of the wound. Alter-
natively, in some embodiments the apparatus may comprise a
dressing that is configured to distribute the negative pressure
at different levels to different portions of the wound. For
example, in some embodiments, if a sensor (as described
below) determines that the blood oxygen level flowing into a
portion of the wound is lower than optimal value, the dressing
would preferably be configured to provide an increased level
of negative pressure to that particular portion of the wound.
Further as mentioned above, the dressing may have a stronger
seal or sealing aspect so as to minimize the incidence of any
leaks in the dressing during the cyclic loading of negative
pressure.

The suction source 26 can be provided by any suitable
device such as, but not limited to, a portable suction pump
apparatus, a piston type device, several pistons in combina-
tion, a diaphragm type pump, a rotary vane pump, or the like.
The suction source can also originate from wall suction (as is
provided inhospitals), and a regulator could be attached to the
wall suction source. As described above, the suction source
can be provided by a vacuum pump. A second pump may be
used to provide faster switching of reduced pressure cycles,
increased suction, and a higher level of safety and product
quality by providing pump redundancy to prevent a suction
source failure in the event that a single pump fails. Alterna-
tively, a single large volume vacuum pump may be used to
provide switching of reduced pressure cycles and increased
suction. Alternatively, the vacuum pump may have a second-
ary piston or diaphragm that provides for faster switching of
reduced pressure cycles, increased suction, and a higher level
of safety and product quality.

The vacuum pump may decrease or release the negative
pressure applied during cycling of negative pressure by
releasing the pressure through a port or valve in the pump or
in the dressing, or by turning off the pump source and allow-
ing inherent leaks in the dressing drop the pressure down. As
shown in FIG. 3, a valve 33 may be placed along tubing 36 to
release the negative pressure applied during cycling. A filter
(not shown), such as micropore filter, may be attached to the
port or valve to prevent potentially pathogenic microbes or
aerosols from the wound site 22 from being vented to the
atmosphere.

A control device 32 can control the vacuum pump so as to
control the amount of suction that is provided to the dressing
24 and wound site. The control device 32 preferably receives
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signals from the sensors and converts the signals to an elec-
tronic or other suitable form that can be recognized by the
vacuum pump. In some embodiments, the control device 32
can be configured to operate without a processor. For
example, the control circuit and other aspects of the apparatus
disclosed in International Patent Application Publication No.
WO 2008/048481, can be used to control the pump motor or
pump described herein. Additionally, any of the configura-
tions described in the above-mentioned WO 2008/048481
application publication regarding pressure sensors, the con-
trol of such pressure sensors, and/or other aspects of the
apparatus disclosed therein can be used with the apparatus
described in the present application, and International Patent
Application Publication No. WO 2008/048481 is hereby
incorporated by reference as if fully set forth herein.

In some embodiments, the control device 32 can comprise
a processor that preferably enables the control device to con-
trol the vacuum pump 30 or, as described below, the wound
dressing, valves, pressure sensors, or other components com-
prising the apparatus. Furthermore, the control device 32 can
be a computer, data processor, or other controller having any
suitable device such as, but not limited to, a processor, for
controlling the pump motors and/or other components that
are described herein, or for receiving or changing data, or for
any other function suitable for the apparatus. In some
embodiments, a control device comprising digital componen-
try, i.e., comprising digital electronics and microprocessors,
may improve the robustness of the pump in the sustained
variable pressure mode.

FIG. 4A is a schematic view of another embodiment of a
sustained variable negative pressure wound therapy appara-
tus 120. As illustrated in FIG. 4A, some embodiments of the
sustained variable negative pressure wound therapy appara-
tus 120 can have any of the same components, features, mate-
rials, or other details, including but not limited to the fluid
collection system, wound cover, wound filler, valves, and/or
pressure sensors, as in any other negative pressure wound
therapy apparatuses disclosed herein or otherwise known or
later developed in the field.

As will be described in greater detail below, the negative
pressure wound therapy apparatus 120 can comprise a wound
dressing 124 configured to cover the wound site 122, a suction
source 126, a fluid collection system 128 that can have a
collection container 138, a shutoff mechanism 140, a first port
142, and a second port 144 positioned on the top of the
container 138, and an air reservoir 160. As will be described
in greater detail below, the air reservoir 160 can enable the
negative pressure wound therapy apparatus 120 to quickly
change the level of reduced pressure within the wound dress-
ing 124 to allow for rapid cycling of the level of reduced
pressure within the wound dressing 124. Conduit or tubing
136 can be used to communicate or supply reduced pressure
from the vacuum pump 130 to the collection container 138,
and conduit or tubing 146 can be used to communicate or
supply reduced pressure from the collection container 138 to
the wound site 122, by being routed under the wound dressing
124. Additionally, conduit or tubing 163 can be used to com-
municate or supply increased pressure from the vacuum
pump 130 to the air reservoir 160 and conduit or tubing 166
can be used to communicate or supply increased pressure
from the air reservoir 160 to the wound site 122, by being
routed under the wound cover 124.

As used herein, the term increased pressure is used to
describe the air that is exhausted by the vacuum pump 130 as
the vacuum pump 130 reduces the air pressure within the
conduit 136. In some conventional systems or apparatuses,
the increased pressure or exhaust air from a vacuum pump is
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typically exhausted to the atmosphere. In the apparatus 120,
however, the increased pressure or exhaust air from the
vacuum pump 130 can be directed into the air reservoir 160 to
be used to quickly increase the air pressure within the wound
dressing 124 so that the level of reduced pressure within the
wound dressing 124 can be cycled between two or more
reduced pressure values, as is described herein.

In some embodiments, the suction source 126 can com-
prise a vacuum pump 130 and control device 132. A filter,
such as micropore or other suitable filter (not shown), can be
positioned between the vacuum pump 130 and the air reser-
voir 160. The filter can cleanse the exhaust air flowing out of
the vacuum pump 130 to prevent or reduce the amount of
bacteria, potentially pathogenic microbes or aerosols, or
other contamination from the vacuum pump 130 exhaust air
before the air is channeled into the air reservoir 160. Addi-
tionally, the vacuum pump 130 can be configured to vent a
portion of the air removed from the conduit 136 to the atmo-
sphere. In this configuration, a filter (not shown), such as a
micropore or other suitable filter, can be positioned between
the vacuum pump 130 and the atmosphere. The filter can
cleanse the exhaust air flowing out of the vacuum pump 130
to prevent or reduce the amount of potentially harmful bac-
teria or microbes from entering the atmosphere.

Each of the components comprising the suction source 126
can be the same as or similar to any of the components
comprising the suction source of any other apparatuses
described herein or otherwise known or later developed in the
field. In some embodiments, as will be described in greater
detail below, the control device 132 can be configured to
control the vacuum pump 130 and any of the valves used in
the apparatus 120. Additionally, the control device 132 can be
configured to receive and process signal inputs from each of
the pressure sensors positioned within the apparatus 120, and
to control each of the valves and vacuum pump based on,
without limitation, the pressure sensor readings and predeter-
mined reduced pressure loading programs.

A pressure sensor or gauge 137 can be positioned along
tubing 136 that connects the suction source 126 to the collec-
tion container 138. The pressure sensor 137 can be used to
monitor the pressure within the conduit 136. In this configu-
ration, the pressure sensor 137 can be used to determine the
approximate air pressure within the wound dressing 124.
Additional valves and pressure sensors can be positioned at
any desired location within the apparatus 120 to further moni-
tor and control the pressure within any desired location of the
apparatus 120. For example, if desired, additional pressure
sensors can be positioned at various locations within the
apparatus 120 such as, but not limited to, in the tubing 146
connecting the fluid collection system 128 to the wound
dressing 124.

A valve 168 can be positioned along tubing 146 as shown.
Any of the valves described herein can be actuated by the
control device 132 and can be used to control the amount of
air flow through the conduit in which the valve is positioned.
As such, the valve 168 can be controlled by the control device
132 to substantially prevent, allow, or otherwise control the
level of air flow through the conduit 146. In this configuration,
the valve 168 can be used to provide an approximate seal
between the fluid collection system 128 and the wound dress-
ing 124.

As mentioned, an air reservoir 160 can be connected to the
suction source 126 with tubing 163. The reservoir 160 can be
configured to have any suitable size, volume, or shape
desired. In some embodiments, the air reservoir 160 can be
sized and configured to hold enough air to permit the appa-
ratus 120 to rapidly cycle the level of reduced pressure within
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the dressing 124 between two or more reduced pressure val-
ues. The reservoir 160 can have a valve 167, which can vent
air from the air reservoir 160 to the atmosphere. The valve 167
can be a safety release valve configured to prevent the air
reservoir 160 or any other components within the apparatus
120 from rupturing from excessive air pressure. In some
embodiments, a filter (not shown), such as micropore filter,
may be attached to the valve 167 to prevent potentially patho-
genic microbes or aerosols from the wound site 122 from
being vented to the atmosphere.

A valve 162 can be positioned along the tubing 166 as
shown. As described above, the valve 162 can be configured
to control the amount of air flowing through the conduit 166.
As such, the valve 162 can be closed by the control device 132
to provide an approximate seal between the air reservoir 160
and the wound dressing 124. Additionally, a valve 164 can be
positioned along the tubing 166 as shown in FIG. 4A and can
be used to release the pressure from the wound dressing 124
and the tubing 166. A pressure sensor or gauge 165 can be
positioned along the tubing 166 to monitor the pressure in the
tubing 166 and, hence, in the wound dressing 124.

An additional pressure sensor (not shown) can be posi-
tioned in the conduit 163 or in the air reservoir 160 to monitor
the level air pressure between the vacuum pump 130 and the
valve 162. This additional pressure sensor (not shown), canbe
useful to monitor the level of pressure within the air reservoir
160 when the valve 162 is closed. Similarly, an additional
pressure sensor (not shown) can be positioned within the
tubing 146 between the wound dressing 124 and the valve 168
to monitor the level of pressure within the tubing 146 and,
hence, the wound dressing 124, when the valve 168 is closed.

The fluid-impermeable wound cover 150 in the embodi-
ment of the wound dressing 124 illustrated in FIG. 4A pref-
erably provides an approximately gas-tight seal around the
tubing 146 and 166 where the tubing 146 and 166 emerges
from beneath the wound cover 150. In some embodiments
(not shown), one or more of the tubing 146 and 166 may be
connected to the wound dressing 124 through a port or ports
integrally formed or otherwise attached to the wound cover
150.

In some embodiments, a valve that can be configured to
selectively permit air to enter the conduit 146 from the atmo-
sphere can be positioned along the tubing 146 between the
valve 168 and the collection container 138. This valve may be
used to quickly provide air to the conduit 146 and, hence, the
wound dressing 124 during operation of the apparatus 120 to
rapidly decrease the level of reduced pressure within the
conduit 146 and the wound dressing 124. A filter, such as
micropore filter, may be attached to the valve to prevent
bacteria, germs, microbes, or other contaminants from the
outside air from entering into the tubing 146 and wound
dressing 124.

In some embodiments, a filter, such as micropore or other
suitable filter, can be positioned between the vacuum pump
130 and the collection container 138 (for example, without
limitation, at port 144 or otherwise supported by the collec-
tion container 138) to prevent or reduce the amount of exu-
date, bacteria, potentially pathogenic microbes or aerosols, or
other contamination from the wound site 122 from entering
the vacuum pump 130. Another filter, such as micropore or
other suitable filter, can be positioned in the tubing 166 to
prevent or reduce the amount of exudate, bacteria, potentially
pathogenic microbes or aerosols, or other contamination
from the wound site 122 from entering the vacuum pump 130,
and to prevent or reduce the amount of bacteria, potentially
pathogenic microbes or aerosols, or other contamination
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from entering the wound site 122. The filters described herein
may additionally be disposable and intended for single
patient use.

In some embodiments, the apparatus 120 may be used to
provide sustained variable negative pressure as follows. With
reference to FIG. 2, point 2A represents the level of reduced
pressure with wound dressing before the suction system 126
has been actuated and, hence, before the pressure within the
dressing 124 has been reduced. In other words, point 2A
represents atmospheric pressure. In order to increase the level
of reduced or negative pressure within the wound dressing
124, the valve 168 can be opened and valve 162 can be closed
when the pump 130 is actuated. Additionally, the valves 164
and 167 can be closed at this point to prevent increased
pressure from venting to the atmosphere. Thus, in this con-
figuration, when the vacuum pump 130 is actuated, the
reduced or negative pressure within the dressing 124 can be
increased from point 2A to point 2B (as can be monitored by
the pressure sensor 137), which is approximately 85 mmHg.
Again, the values described herein and are meant to be
approximate and merely exemplifying. As such, the values set
forth herein are non-limiting. The apparatus 120 or any other
apparatus described herein can be configured to provide any
suitable or desired level of negative or reduced pressure at any
suitable or desired frequency.

As the pump 130 draws air out of the conduits 136, 146
and, hence, increases the level of reduced pressure within the
wound dressing 124 from point 2A to point 2B, the air that is
drawn out of conduits 136, 146 can be channeled into the air
reservoir 160. In other words, the level of positive pressure
within the reservoir 160 can be increased with the air that is
drawn out of the wound dressing 124, while the level of
negative pressure in the wound dressing 124 is being
increased. Once the level of reduced pressure within the
wound dressing 124 has reached point 2B, the vacuum pump
130 can be stopped and the valve 168 can be closed.

In some embodiments, the vacuum pump 130 can be con-
figured such that air can only flow through the vacuum pump
130 in one direction, to substantially prevent air from flowing
from the air reservoir 160 through the vacuum pump 130 into
the conduit 136. Additionally, the vacuum pump 130 can be
sized and configured to provide as rapid an increase in the
reduced pressure as is desired. In some embodiments of the
apparatus 120, multiple vacuum pumps or multi-piston
pumps 130 can be used to increase the rate of air flow through
the apparatus 120, so that the level of reduced pressure within
the wound dressing 124 can be cycled at any desired ampli-
tude or frequency.

After the level of reduced pressure within the dressing 124
has reached point 2B, the valve 162 can be opened by the
control device 132 and the valve 168 can be closed by the
control device 132 or remain closed. In some embodiments,
the valves 162, 168 can be simultaneously opened and closed,
respectively, or the valves 162, 168 can be sequentially
opened and closed, respectively. With valve 162 open and a
valve 168 closed, positive pressure or air within the air reser-
voir 160 can be transferred from the air reservoir 160 to the
volume beneath the wound dressing 124, so as to decrease the
level of reduced pressure within the dressing from point 2B to
point 2C. Consequently, air will be caused to fill the conduit
146 up to the valve 168, causing the level of reduced pressure
within that portion of the conduit 146 to be decreased to point
2C. Once the level of reduced pressure within the volume
beneath the wound dressing 124 has reached point 2C, as can
be monitored by the pressure sensor 165, the valve 162 can be
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closed by the control device 132 so that the level of pressure
within the wound dressing 124 is maintained at approxi-
mately point 2C.

Thereafter, the level of reduced pressure within the dress-
ing 124 can be maintained at a constant level for a period of
time (i.e., from point 2C to point 2D), or it can be approxi-
mately immediately increased, such as to the level repre-
sented by point 2E. To increase the level of reduced pressure
from point 2C or point 2D to point 2E, with the valve 162
closed, the vacuum pump 130 can again be actuated and the
valve 168 can be opened, causing the vacuum pump to again
draw air from the conduits 136, 146 and the volume beneath
the wound dressing 124 until the level of pressure within the
wound dressing reaches a desired level, such as the level
represented by point 2E. When this period elapses, the cycle
can repeat as described above. Thus, in this configuration, by
circulating the air through the apparatus 120 as described
above, the level of reduced pressure within the volume
beneath the wound dressing 124 can be rapidly cycled.

Additionally, by positioning the valve 168 as close as it is
feasible to the wound dressing 124 and by reducing the vol-
ume within each of the conduits, the volume of the negative
pressure airspace that is required to be increased and
decreased can be reduced, thus permitting the apparatus 120
to accommodate higher frequencies of sustained variable
pressure. In some embodiments where cycling of negative
pressure comprises small variations in the magnitude of nega-
tive pressure (e.g. 10 mmHg), the air reservoir 160 may not be
needed. In such cases, valve 164 may be closed or valve 167
may be opened to not involve the reservoir 160 in the cycling.
In some embodiments, the vacuum pump 130 may be config-
ured to be reversible, such that the level of reduced pressure
within the wound dressing 124 can be increased and
decreased just by the operation of the vacuum pump 130.

FIG. 4B is a schematic view of another embodiment of a
sustained variable negative pressure wound therapy appara-
tus 220. As illustrated in FIG. 4B, some embodiments of the
sustained variable negative pressure wound therapy appara-
tus 220 can have any of the same components, features, mate-
rials, or other details, including but not limited to the fluid
collection system, wound cover, wound filler, valves, and/or
pressure sensors, as in any other negative pressure wound
therapy apparatuses disclosed herein or otherwise known or
later developed in the field.

As will be described in greater detail below, the negative
pressure wound therapy apparatus 220 can comprise a wound
dressing 224 configured to cover the wound site 222, a
vacuum pump 230, a control device 232, a fluid collection
system 238, and an air reservoir 260. Similar to the air reser-
voir 160 described above, the air reservoir 260 can enable the
negative pressure wound therapy apparatus 220 to quickly
change the level of reduced pressure within the wound dress-
ing 224 to allow for rapid cycling of the level of reduced
pressure within the wound dressing 224. Conduit or tubing
236 can be used to communicate or supply reduced pressure
from the vacuum pump 230 to the fluid collection system 238,
and conduit or tubing 246 can be used to communicate or
supply reduced pressure from the fluid collection system 238
to the wound site 222, by being routed under the wound
dressing 224. In some embodiments, the conduit 246 can have
openings 247 in the end portion of the conduit 246 to distrib-
ute the pressure within the conduit 246. Additionally, conduit
ortubing 263 can be used to communicate or supply increased
pressure from the vacuum pump 230 to the air reservoir 260
and conduit or tubing 266 can be used to communicate or
supply increased pressure from the air reservoir 260 to the
wound site 222, by being routed under the wound dressing

40

45

14

224. As illustrated in FIG. 4B, the conduit 266 can be joined
with conduit 248 by using a valve 268 positioned at the
juncture of conduit 248 and 266.

The valve 268 can be controlled by the control device 232
and can be used to permit the conduit 246 to communicate
either with conduit 248 or conduit 266, independently. In
other words, when the valve 268 is in a first position, the
conduit 246 will be permitted to communicate with the con-
duit 248 but not with conduit 266. In this first position, air
and/or fluid will be permitted to flow from conduit 246 to
conduit 248, but air and/or fluid will not be permitted to flow
from conduit 246 or conduit 248 to conduit 266. When the
valve 268 is in a second position, the conduit 246 will be
permitted to communicate with the conduit 266 but not with
conduit 248. In this second position, air and/or fluid will be
permitted to flow from conduit 266 to conduit 246, but air
and/or fluid will not be permitted to flow from conduit 266 to
conduit 246 or 248. A valve 270 can be positioned within the
conduit 248 to permit or prevent air and/or fluid from flowing
through conduit 248. However, valve 270 is not required for
the operation of the apparatus 220.

As mentioned above, in the apparatus 220, the increased
pressure or exhaust air from the vacuum pump 230 can be
directed to the air reservoir 260 to be used to quickly increase
the air pressure within the wound dressing 224 so that the
level of reduced pressure within the wound dressing 224 can
be rapidly cycled between two or more reduced pressure
values, as is described herein.

In some embodiments, a filter 234, which can be a
micropore or other suitable filter, can be positioned between
the vacuum pump 230 and the air reservoir 260. The filter can
cleanse the exhaust air flowing out of the vacuum pump 230
to prevent or reduce the amount of bacteria, potentially patho-
genic microbes or aerosols, or other contamination from the
vacuum pump 230 exhaust air before the air is channeled into
the air reservoir 260. In some embodiments, a filter (such as,
without limitation, filter 234), which can be a micropore or
other suitable filter, can be positioned in the conduit 236 to
prevent or reduce the amount of exudate, bacteria, potentially
pathogenic microbes or aerosols, or other contamination
from the wound site 222 from entering the vacuum pump 230.
In some embodiments, a micropore or other suitable filter
(such as, without limitation, filter 234), can be positioned in
the outlet port of the collection system 238 or otherwise be
supported by the collection system 238. Additionally, in some
embodiments, a micropore or other suitable filter can be
positioned between the valve 268 and the reservoir 260 to
prevent contamination from being circulated to the wound
site 222 and/or from entering the vacuum pump 230.

Additionally, the vacuum pump 230 can be configured to
vent a portion of the air removed from the conduit 236 to the
atmosphere. In this configuration, a filter, such as a micropore
or other suitable filter, can be positioned between the vacuum
pump 230 and the atmosphere. The filter can cleanse the
exhaust air flowing out of the vacuum pump 230 to prevent or
reduce the amount of potentially harmful bacteria or
microbes from entering the atmosphere.

In some embodiments, as will be described in greater detail
below, the control device 232 can be configured to control the
vacuum pump 230 and any of the valves used in the apparatus
220. Additionally, the control device 232 can be configured to
receive and process signal inputs from each of the pressure
sensors positioned within the apparatus 220, and to control
each of the valves and vacuum pump based on, without limi-
tation, the pressure sensor readings and predetermined
reduced pressure loading programs.
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A pressure sensor or gauge 265 can be positioned so as to
be in communication with tubing 246 that communicates or
supplies reduced pressure to the wound site 222. The pressure
sensor 265 can be used to monitor the pressure within the
conduit 246 and, hence, the pressure within the volume
beneath the wound dressing 224. Additional valves and pres-
sure sensors can be positioned at any desired location within
the apparatus 220 to further monitor and control the pressure
within any desired location of the apparatus 220. For
example, if desired, additional pressure sensors can be posi-
tioned at various locations within the apparatus 220 such as,
but not limited to, in the tubing 266 connecting the air reser-
voir 260 to the valve 268.

As mentioned, an air reservoir 260 can be connected to the
vacuum pump 230 with tubing 263. The reservoir 260 can be
configured to have any suitable size, volume, or shape
desired. In some embodiments, the air reservoir 260 can be
sized and configured to hold enough air to permit the appa-
ratus 220 to rapidly cycle the level of reduced pressure within
the wound dressing 224 between two or more reduced pres-
sure values. The reservoir 260 can have a valve 267, which
can vent air from the air reservoir 260 to the atmosphere. The
valve 267 can be a safety release valve configured to prevent
the air reservoir 260 or any other components within the
apparatus 220 from rupturing from excessive air pressure. In
some embodiments, a filter (not shown), such as micropore
filter, may be attached to the valve 267 to prevent potentially
pathogenic microbes or aerosols from the wound site 222
from being vented to the atmosphere.

The fluid-impermeable wound cover 250 in the embodi-
ment of the wound dressing 224 illustrated in FIG. 4B pref-
erably provides an approximately gas-tight seal around the
tubing 246 where the tubing 246 emerges from beneath the
wound cover 250. In some embodiments (not shown), the
conduit 246 may be connected to the wound dressing 224
through a port integrally formed or otherwise attached to the
wound cover 250.

In some embodiments, a valve that can be configured to
selectively permit air to enter the conduit 246 from the atmo-
sphere can be positioned along the tubing 246 between the
valve 268 and the wound dressing 224. This valve may be
used to quickly provide air to the conduit 246 and, hence, the
wound dressing 224 during operation of the apparatus 220 to
rapidly decrease the level of reduced pressure within the
conduit 246 and the wound dressing 224. A filter, such as
micropore filter, may be attached to the valve to prevent
bacteria, germs, microbes, or other contaminants from the
outside air from entering into the tubing 246 and wound
dressing 224.

In some embodiments, the apparatus 220 may be used to
provide sustained variable negative pressure as follows. With
reference to FIG. 2, in order to increase the level of reduced or
negative pressure within the wound dressing 224, the valve
268 can be positioned (by the control device 232) in the first
position so that air can flow from conduit 246 into the conduit
248, but not into the conduit 266, when the pump 230 is
actuated. Additionally, the valve 270 can be opened to permit
air and/or fluid to flow through conduit 248 and into the
collection container 238, and the valve 267 can be closed to
prevent increased pressure from venting to the atmosphere.
Thus, in this configuration, when the vacuum pump 230 is
actuated, the reduced or negative pressure within the dressing
224 can be increased from point 2A to point 2B, which is
approximately 85 mmHg. Again, the values described herein
and are meant to be approximate and merely exemplifying.
As such, the values set forth herein are non-limiting. The
apparatus 220 or any other apparatus described herein can be
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configured to provide any suitable or desired level of negative
or reduced pressure at any suitable or desired frequency.

As the pump 230 draws air out of the conduits 246, 248
and, hence, increases the level of reduced pressure within the
wound dressing 224 from point 2A to point 2B, the air that is
drawn out of conduits 246, 248 can be channeled into the air
reservoir 260. In other words, the level of positive pressure
within the reservoir 260 can be increased while the level of
negative pressure in the wound dressing 224 is being
increased. Once the level of reduced pressure within the
dressing 224 has reached point 2B, the vacuum pump 230 can
be stopped and the valve 270 can be closed.

In some embodiments, the vacuum pump 230 can be con-
figured such that air can only flow through the vacuum pump
230 in one direction, to substantially prevent air from flowing
from the air reservoir 260 through the vacuum pump 230 into
the conduit 236. Additionally, the vacuum pump 230 can be
sized and configured to provide as rapid an increase in the
reduced pressure as is desired. In some embodiments of the
apparatus 220, multiple vacuum pumps or multi-piston
pumps 230 can be used to increase the rate of air flow through
the apparatus 220, so that the level of reduced pressure within
the wound dressing 224 can be cycled at any desired ampli-
tude or frequency.

After the level of reduced pressure within the dressing 224
has reached point 2B, the valve 268 can be switched from the
first position to the second position by the control device 232,
and the valve 270 can be caused to be closed or remain closed
by the control device 232. In some embodiments, the valves
268, 270 can be simultaneously opened and closed, respec-
tively, or the valves 268, 270 can be sequentially opened and
closed, respectively. With valve 268 in the second position so
that air can flow from the conduit 266 to the conduit 246 but
not to conduit 248, and the valve 270 closed, positive pressure
or air within the air reservoir 260 can be transferred from the
air reservoir 260 to the volume beneath the wound dressing
224, so as to decrease the level of reduced pressure within the
dressing from point 2B to point 2C. Once the level of reduced
pressure within the volume beneath the wound dressing 224
has reached point 2C, as can be monitored by air pressure
sensor 265, the valve 268 can be changed back to the first
position so that the level of pressure within the wound dress-
ing 224 is maintained at approximately point 2C.

Thereafter, the level of reduced pressure within the dress-
ing 224 can be maintained at a constant level for a period of
time (i.e., from point 2C to point 2D), or it can be approxi-
mately immediately increased, such as to the level repre-
sented by point 2E. To increase the level of reduced pressure
from point 2C or point 2D to point 2E, with the valve 268 in
the first position, the valve 270 can be opened, the vacuum
pump 230 can again be actuated, and the valve 268 can be
opened, causing the vacuum pump to again draw air from the
conduits 246, 248 and the volume beneath the wound dress-
ing 224 until the level of pressure within the wound dressing
reaches a desired level, such as the level represented by point
2E. When this period elapses, the cycle can repeat as
described above. Thus, in this configuration, by circulating
the air through the apparatus 220 as described above, the level
of reduced pressure within the volume beneath the wound
dressing 224 can be rapidly cycled.

Additionally, by reducing the volume within each of the
conduits, the volume of the negative pressure airspace that is
required to be increased and decreased can be reduced, thus
permitting the apparatus 220 to accommodate higher fre-
quencies of sustained variable pressure.

In some embodiments, the apparatus would preferably
enable the medical practitioner or patient to set a base level of



US 9,192,700 B2

17

negative pressure on the wound bed such that there would
always be a negative pressure applied to the wound. Although
the apparatus is not limited to the specific negative pressure
ranges described herein, the following are some of the typical
negative pressure ranges that may beneficially promote
wound healing or provide other benefits related to negative
pressure wound therapy and may be used to define either the
base level of negative pressure, or the maximum level of
negative pressure, that maybe applied to the wound. For
example, in some embodiments the apparatus may be config-
ured so as to provide, and so that the dressing can accommo-
date, up to approximately 200 mmHg of negative pressure
below atmospheric level. In some embodiments, the dressing
and other components of the apparatus can be configured to
provide greater than approximately 200 mmHg to the wound
site, although this level of negative pressure may exceed the
generally desired range for many patients. For some embodi-
ments of the apparatus, it may be desired to provide in excess
0t 200 mmHg of negative pressure to a dressing for purposes
of' examining a dressing, tubing, pump system, or other com-
ponents of the apparatus for leaks or other performance-based
deficiencies or characteristics.

In some embodiments, the apparatus including the dress-
ing can be configured to provide as little as approximately
15-80 mmHg of negative pressure to the wound. This level of
negative pressure, i.e., approximately 15-80 mmHg, is typi-
cally associated with greater patient comfort and compliance.
Additionally, some embodiments of the apparatus and dress-
ing can be configured to provide and sustain less than
approximately 15 mmHg at the wound site, although many
wounds that are treated with the apparatus would benefit from
a greater level of reduced pressure. Some embodiments of the
apparatus can be configured to provide negative pressure
levels in excess of approximately 80 mmHg, such as levels up
to approximately 150 mmHg.

As mentioned above, the apparatus is preferably config-
ured to provide a pulsed or varying pressure to the wound. The
pump would preferably provide the pressure through the tub-
ing to the dressing and the wound. In some embodiments, the
apparatus may be configured to allow the medical practitioner
or patient to vary either the amplitude or the frequency, or
both, of the pulsed or varying pressure to the wound. As
mentioned above, the amplitude of the negative pressure can
vary between any of the values in any of the ranges described
above. In some embodiments, the amplitude of the varying
pressure preferably varies between two values of negative
pressure such that negative pressure is always provided to the
wound. In one non-limiting example, the pump could be
configured to maintain a minimum level of negative pressure
at, for example, approximately 30 mmHg, and cycle the nega-
tive pressure up to a higher level of negative pressure, such as
up to approximately 80 mmHg. In this example, the pump
would preferably be configured to cycle the negative pressure
back down to approximately 30 mmHg, whether through a
release of pressure through a port or valve in the apparatus or
dressing, or merely by turning off the suction source and
allowing inherent leaks in the dressing drop the pressure
down.

As mentioned, in some embodiments, the apparatus may
be configured to allow a medical practitioner or patient to
control or vary the frequency of the cycling between the high
and low pressure values. In one non-limiting example, the
frequency of the cycling could range from a cycle every
approximately 5-10 minutes to a more rapid cycle of approxi-
mately 180 cycles per minute. This cycling aspect may allow
for faster healing of the wound by stimulating the blood flow.
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In some embodiments, the apparatus can comprise sensors
such as, but not limited to, temperature, pressure, blood flow,
pulse, cardiac cycle, or blood oxygen saturation sensors. Fur-
ther, in some embodiments, the sensors can be used to auto-
matically trigger the control device to change the magnitude
or frequency of the pressure cycling based on the data
received from the sensors and pre-programmed algorithms in
the control unit used to control the vacuum pump. Accord-
ingly, in some embodiments, when the blood flow rate deter-
mined by the blood flow sensor exceeds an optimal or prede-
termined value, the apparatus can be configured so that the
amplitude of negative pressure is decreased. Further, in some
embodiments, when the blood oxygen saturation level deter-
mined by the blood oxygen saturation sensor falls below an
optimal or predetermined value, the apparatus can be config-
ured so that the amplitude of the negative pressure is
increased, so as to increase blood flow to the wound.

The sensors can be connected to the control device via
leads. The leads are preferably cables or wires constructed of
an electrically conductive material, optical fiber, or other
suitable medium arranged to enable data transmission from
the sensors to the control device, alarm, recording device,
and/or a visual display (not shown). The leads can be sealably
routed under the wound dressing in a manner that is similar to
that for the tubing so as to maintain the gas and fluid imper-
meable nature of the seal of the wound dressing to the body.
In some embodiments, sensors can transmit information
wirelessly so that the leads are not needed.

The sensors and leads are preferably sized and configured
s0 as to not irritate or otherwise damage any of the tissue in or
around the wound bed when the wound dressing is changed
from the semi-rigid configuration to the collapsed configura-
tion. In some configurations, the sensors and leads may be
covered with a cotton gauze or other suitable material that
will not affect the sensors ability to collect the desired infor-
mation from the wound bed, but that will protect the wound
bed from any damage that may occur if the sensors or the
leads contact the wound bed.

In some embodiments, sensors for surface application (for
example, for application to the dermis or wound bed) can be
used. In some embodiments, sensors that are implantable in
the body or otherwise invasively applied can be used. In
particular, in some embodiments, the sensors can be posi-
tioned inside of the wound dressing so as to be positioned
between the wound dressing and the wound. In some embodi-
ments, the sensors can be positioned at least partially within
the wound dressing or, in some embodiments, positioned
outside of the wound dressing preferably on the surface of or
implanted within the healthy skin adjacent to the wound. In
some embodiments, the sensors may be positioned in the
wound bed. In some embodiments, only one sensor may be
positioned in the wound bed. Any sensor presently known in
the art that can be used to measure the parameters disclosed
herein or other parameters of interest may be used with any of
the embodiments of the apparatus or wound dressing dis-
closed herein.

FIG. 5 is a schematic representation of a portion of a
sustained variable negative pressure wound therapy appara-
tus 20 in which a pair of sensors 84 connected to a control
device 32 via leads 86 can be positioned in the wound bed 22.
As described above, the wound dressing 24 comprises a fluid-
impermeable wound cover 50 and can be secured to the
healthy skin surrounding the wound with adhesive (not
shown) or by any other suitable method. Fither of the sensors
illustrated in FIG. 5 can be a temperature, pressure, blood
flow, pulse, cardiac cycle, or blood oxygen saturation level
sensor, or other any other suitable sensor currently available
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or later developed. As illustrated in FIG. 5, the sensors 84 can
be connected to the control device 32 via leads 86. The leads
86 are preferably cables or wires constructed of an electrically
conductive material, optical fiber, or other suitable medium
arranged to enable data transmission from the sensors 84 to
the control device 32 and alarm device, recording device,
and/or a visual display (not shown). The leads 86 can be
sealably routed under the wound dressing 24 in a manner that
is similar to that for the tubing 46 so as to maintain the gas and
fluid impermeable nature of the seal of the wound dressing 24
to the body.

In some embodiments, one or more sensors can be posi-
tioned outside of or adjacent to the dressing. FIG. 6 is a
schematic representation of a portion of a sustained variable
negative pressure wound therapy apparatus 20 in which a pair
of'sensors 84 connected to a control device 32 vialeads 86 can
be positioned adjacent to the dressing 24. Fither of the sensors
illustrated in FIG. 6 can be a temperature, pressure, blood
flow, pulse, cardiac cycle, or blood oxygen saturation level
sensor, or other any other suitable sensor currently available
or later developed. As illustrated in FIG. 6, the sensors 84 can
be connected to the control device 32 via leads 86. The leads
86 are preferably cables or wires constructed of an electrically
conductive material, optical fiber, or other suitable medium
arranged to enable data transmission from the sensors 84 to
the control device 32 and alarm device, recording device,
and/or a visual display (not shown). The leads can be routed
over the wound dressing 24 as is shown, and can be attached
to the dressing. The leads can be sealably routed under the
wound dressing 24 in a manner that is similar to that for the
tubing 46 as to maintain the gas and fluid impermeable nature
of'the seal of the wound dressing 24 to the body. The leads can
also be routed through the tubing 46.

In some embodiments, the apparatus may be configured
such that the frequency of the cycling between two or more
magnitudes of negative pressure or positive and negative
pressure would be synchronized with the patient’s heartbeat
or cardiac cycle. Sensors configured to measure the patient’s
heartbeat or cardiac cycle at or near the site of the wound or
anywhere on the patient’s body may be used to enable the
synchronization. Synchronizing the magnitude of the nega-
tive pressure to the patient’s heartbeat or cardiac cycle may
allow better blood flow through the wound and assist with
healing. For some patients, the frequency of the cycling may
be between approximately 50-120 cycles per minute, so as to
be in synchronization with the patient’s pulse. Negative pres-
sure can be cycled in the range of 15-200 mmHg below
atmospheric pressure. In some embodiments, the synchroni-
zation of the frequency of the cycling can be performed by
modulating the suction source according to the measured
patient’s heartbeat or cardiac cycle (e.g., an electrical signal).

As mentioned, in some embodiments, a patient’s pulse
could be determined with a pulse sensor, which may be
attached to the inside of the dressing, otherwise supported by
the dressing, or otherwise positioned in the wound bed. In
some embodiments, the pulse sensor could be positioned
adjacent to the wound site. In some embodiments, the pulse
sensor could be positioned at another location on the patient’s
body preferably close enough to the wound site so as to
provide an accurate reading of the patient’s pulse at the
wound site. Any sensor presently known in the art or later
developed can be used to measure the patient’s pulse may be
used with any of the embodiments of the sustained variable
negative pressure wound therapy apparatus or wound dress-
ing disclosed herein. Such sensors may include, but are not
limited to, invasive or non-invasive pulse sensors such as
pressure transducers, electrodes, photoplethysmographs, and
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oximeters (e.g., NONIN MEDICAL Pulse Oximeters,
www.nonin.com). The patient’s pulse can be measured in or
adjacent to the wound site, or anywhere on the body. When
another device, such as a pacemaker, implantable cardio-
verter defibrillator (ICD), pulse oximeter, or the like, mea-
sures the patient’s pulse, the information can be transmitted
via leads or wirelessly to the apparatus.

FIG. 7 illustrates application of negative pressure to the
wound site by cycling negative pressure synchronized to the
patient’s cardiac cycle. Each plot illustrates applying greater
magnitude of negative pressure during the systolic period,
and decreasing the magnitude of negative pressure during the
diastolic period. The plots illustrate application of a square
(FIG. 7A), half-wave rectified trapezoid (FIG. 7B), and tri-
angular (FIG. 7C) waveforms and symmetric (FIG. 7D), half-
wave rectified (F1G. 7E), asymmetric (FIG. 7F), and partially
rectified asymmetric (FIG. 7G) sinusoidal waveforms. In
some embodiments as is shown in FIG. 7D, the application of
greater magnitude of negative pressure may not occupy the
entirety of the systolic period, and negative pressure may be
released during a portion of the systolic period. In order to
improve the blood flow to the capillaries, in some embodi-
ments, it may be advantageous to apply greater magnitude of
negative pressure during the diastolic period, and to decrease
the magnitude of negative pressure during the systolic period
(i.e., reflect the plots of FIG. 7 around the x-axis). Application
of negative pressure in synchrony with the patient’s cardiac
cycle may simulate blood pumping action within the wound
site and/or condition the capillaries and other blood vessels to
open and close at a faster than normal rate to allow for better
blood flow through the wound.

In some embodiments, the apparatus may comprise a pump
that allows for increased blood flow by decreasing the con-
stant pressure on the wound below capillary closing pressure.
Capillary closing pressure is the pressure that causes blood
flow through a capillary to stop. By decreasing the constant
pressure below this range, a higher level of blood flow
through the capillaries may be maintained. Then the pulsation
with increased amplitude may be applied, drawing this
increased blood flow into the wound itself.

Blood flow sensors configured to measure the blood per-
fusion through the wound may be used to deliver negative
pressure below capillary closing pressure. Any sensor pres-
ently known in the art or later developed that can be used to
measure the flow of blood or the perfusion of red blood cells
into or adjacent to the wound site may be used with any of the
embodiments of the apparatus or wound dressing disclosed
herein. Such sensors may include, but are not limited to, the
OxyF102000, the OxyF104000, OxyLab LLDF laser Doppler
tissue blood perfusion monitors, or laser Doppler blood flow
probes developed by Discovery Technology International,
Inc. (www.discovtech.com/PAGE1.htm), any of which may
be suitable for use with any of the embodiments of the appa-
ratus or wound dressing. Ultrasonic blood flow measurement
devices which, in some cases, are based on the laser Doppler
technology may also be used to measure the flow of blood.
Capillary laser Doppler devices that are implanted within the
wound site or adjacent to the wound site may provide the most
accurate readings of blood flow or the perfusion of red blood
cells into or adjacent to the wound site.

In one non-limiting example, the apparatus may be config-
ured to provide a baseline negative pressure of approximately
10-12 mmHg below atmospheric pressure, and to cycle the
negative pressure by increasing the negative pressure applied
to the wound by approximately 20-150 mmHg, at a frequency
of approximately 20-60 cycles per minute. This is illustrated
in FIG. 2, where the baseline negative pressure at about 10
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mmHg below atmospheric pressure is applied to the wound.
Subsequently, the negative pressure is increased to 85 mmHg
below atmospheric pressure for a short duration, and then
released back to the baseline negative pressure. The cycle is
repeated at a frequency between 20-60 cycles per minute. In
another non-limiting example, to provide brief sustained lev-
els of greater negative pressure, the apparatus may be config-
ured for a baseline negative pressure of approximately 20
mmHg below atmospheric pressure, and for cycling the nega-
tive pressure by increasing it to approximately 200 mmHg
below atmospheric pressure, at a frequency of approximately
120 cycles per minute.

In some embodiments, the apparatus may be configured to
provide a baseline negative pressure of approximately 5-60
mmHg below atmospheric pressure, and to cycle the negative
pressure by increasing the negative pressure applied to the
wound by approximately 5-85 mmHg, at a frequency of
approximately 200-400 cycles per minute. This high fre-
quency level may be referred to as micro pulsation. Micro
pulsation may condition the capillaries and other blood ves-
sels to open and close at a faster than normal rate to allow for
better blood flow through the wound. For example, FIG. 8
illustrates micro pulsation around a baseline of approxi-
mately 85 mmHg below atmospheric pressure. The negative
pressure applied to the wound is increased by approximately
5 mmHg below at a frequency between 200-400 cycles per
minute.

In another non-limiting example, the apparatus may be
configured to provide a baseline negative pressure of approxi-
mately 120 mmHg below atmospheric pressure, and to cycle
the negative pressure to a value in the range of approximately
10-20 mmHg, at a frequency of approximately 10-200 cycles
per minute, or even slower at approximately 1-2 cycles in five
minutes or, even slower, at approximately 1-2 cycles per day.

Because it is believed that optimal values of the magnitude
and frequency are highly dependent on the patient, in some
embodiments, the apparatus may be configured so that the
medical practitioner or patient can adjust the magnitude of the
negative pressure and/or the frequency of the cycling. Thus,
in some embodiments, the pump would preferably have con-
trols that would enable the amplitude cycling time and dura-
tion to be programmed or adjusted.

In some embodiments, the pump would additionally pret-
erably have memory capacity so as to record data that is
provided by any of the sensors in the apparatus or so as to
store programs that control the cycling nature of the negative
pressure. For example, in some embodiments, the pump
would preferably have the ability to sense the oxygen levels,
blood temperature, pulse, cardiac cycle, or blood flow rate of
the wound through a variety of sensors. The pump would then
preferably be able to cycle through the various typical or
non-typical programs that allow for sustained variable pres-
sure to the wound bed and determine which may be the most
optimal for the patient’s circumstances and then apply the
most optimal program to the wound.

It is also highly likely that the body may adapt or that the
wound at some time in the future might need another type of
program to optimize the wound healing process. To account
for this, in some embodiments, the pump would preferably
have the ability to cycle through the typical programs and
determine the most optimal program based on oxygen levels,
blood temperature, or blood flow rate into the wound,
although other parameters could also be used to determine the
most optimal negative pressure program.

As mentioned, the apparatus may comprise a control
device, an alarm device, and/or other recording device. In
some embodiments, however, the apparatus may comprise
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only the control device. The control device preferably
receives signals from the sensors and converts the signals to
an electronic or other suitable form that can be recognized by
the alarm device. Accordingly, neither the alarm device nor
the recording device is required in some arrangements of the
apparatus. The alarm device and the recording device are
supplemental components that may be added to the apparatus
to warn the user or practitioner when the values determined
by the sensors exceed predetermined values associated with
the sensors, and to record the values transmitted from the
sensors over a predetermined amount of time, respectively. As
such, any of the embodiments of the apparatus described
herein can operate without the addition of the alarm device
and/or recording device.

With reference to FIG. 9, the apparatus 20 may comprise a
control device 32, an alarm device 88, and/or other recording
device 90. The alarm device 88 may produce any type of
audible sound when activated, such as a ringing sound, buzz-
ing, chirping or any other common alarm noise. Alternatively,
the alarm device 88 may include a digitally produced audible
voice that presents pre-arranged messages corresponding to
different conditions in the area of the wound site 22. The
alarm device 88 preferably produces different levels of the
alarm depending upon the magnitude of the measurements
received from the sensors 84. For example, if the blood flow
rate, pulse, cardiac activity, or temperature drops below or
rises above predetermined values, as measured by the sensors
84, the alarm device 88 may sound successive alarm pitches,
sounds, messages or series of sounds. Similarly, as the blood
oxygen saturation level measured by any of the one or more
sensors 84 falls below or rises above a predetermined value,
the apparatus 20 may be configured to alert the user. As
mentioned above, the control device 32 may also control the
vacuum pump 30 to adjust the negative pressure under the
wound dressing 24, and the negative pressure under the
wound dressing 24 may be adjusted in response to the data
collected by the sensors 84.

The recording device 90 may be any device designed to
record data received from the sensors 84. Such devices are
preferably capable of recording data on compact disks, DVD
disks, floppy disks, magnetic tape, integrated circuits, or other
similar media in digital form. Alternatively, the recording
device 90 can be a “manual” device that records or displays
datathrough a chart recorder or visual electronic display, such
as an LCD or CRT monitor. Such information can be in the
form of real-time data, or an average over a predetermined
duration oftime, or any other suitable form. In some embodi-
ments, information regarding the pulse level could be dis-
played as follows: (i) Pulse Steady; (ii) Pulse Increasing; or
(iii) or Pulse Decreasing. In some embodiments information
regarding blood flow could be displayed as follows: (i) Blood
Flow Steady; (ii) Blood Flow Increasing; or (iii) or Blood
Flow Decreasing. Thus, the apparatus 20 or display could
embody this information that is being gathered by one or
more of the sensors 84 to help with the wound healing as well
as provide important information to a health care practitioner
studying the effects of such parameters on wound healing.

While the above detailed description has shown, described,
and pointed out novel features as applied to various embodi-
ments, it will be understood that various omissions, substitu-
tions, and changes in the form and details of the device or
process illustrated may be made without departing from the
spirit of the disclosure. Additionally, the various features and
processes described above may be used independently of one
another, or may be combined in various ways. All possible
combinations and subcombinations are intended to fall within
the scope of this disclosure.
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As will be recognized, certain embodiments described
herein may be embodied within a form that does not provide
all of the features and benefits set forth herein, as some
features may be used or practiced separately from others. The
scope of the inventions is indicated by the appended claims
rather than by the foregoing description. All changes which
come within the meaning and range of equivalency of the
claims are to be embraced within their scope.

What is claimed is:

1. A method of treating a wound, the method comprising:

applying, via a fluid flow path, reduced pressure from a

suction source to a wound dressing placed over the
wound, the fluid flow path comprising a reservoir and
first and second conduits, the first conduit fluidically
connected to the suction source and the reservoir, and the
second conduit fluidically connected to the reservoir and
the wound dressing;

while maintaining pressure under the wound dressing

below atmospheric pressure, adjusting pressure under

the wound dressing by:

removing gas from under the wound dressing and stor-
ing, via the first conduit, at least some of the removed
gas in the reservoir thereby causing pressure under the
wound dressing to reach a first magnitude of reduced
pressure; and

supplying under the wound dressing, via the second
conduit, at least some of the stored gas from the res-
ervoir so that pressure under the wound dressing
changes from the first magnitude of reduced pressure
to a second magnitude of reduced pressure that is
closer to atmospheric pressure than the first magni-
tude of reduced pressure; and

using a valve of the reservoir to vent at least some of the

stored gas from the reservoir to atmosphere through a
filter so as to reduce pressure in the reservoir,

wherein a difference in pressure between the first magni-

tude of reduced pressure and the second magnitude of
reduced pressure is at least 10 mmHg.

2. The method of claim 1, further comprising communi-
cating the gas removed by the suction source from under the
wound dressing to the reservoir using a third conduit.

3. The method of claim 1, further comprising:

measuring pressure in the fluid flow path;

detecting overpressure in the fluid flow path based on the

measured pressure; and

relieving pressure in the fluid flow path when overpressure

is detected.

4. The method of claim 1, further comprising measuring
pressure under the wound dressing, and wherein said adjust-
ing pressure under the wound dressing comprises adjusting
pressure based at least in part on the measured pressure.

5. The method of claim 4, wherein said measuring pressure
under the wound dressing comprises measuring pressure
using a pressure sensor.

6. The method of claim 1, wherein said adjusting pressure
under the wound dressing further comprises operating a regu-
lator.

7. The method of claim 6, wherein the regulator comprises
a control valve.

8. The method of claim 1, wherein said adjusting pressure
under the wound dressing comprises cycling pressure under
the wound dressing between the first and second magnitudes
of reduced pressure using the reservoir.

9. The method of claim 1, further comprising monitoring
heart activity of a patient, and wherein said adjusting pressure
under the wound dressing comprises adjusting pressure based
at least in part on the monitored heart activity.
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10. The method of claim 9, wherein said monitoring heart
activity of the patient comprises monitoring heart activity
using a sensor.
11. The method of claim 1, further comprising storing
exudate removed from the wound in a collection container.
12. A method of treating a wound of a patient, the method
comprising:
monitoring heart activity of the patient;
applying, via a fluid flow path, reduced pressure from a
suction source to a wound dressing placed over the
wound, the fluid flow path comprising a reservoir and
first and second conduits, the first conduit fluidically
connected to the suction source and the reservoir, and the
second conduit fluidically connected to the reservoir and
the wound dressing;
while maintaining pressure under the wound dressing
below atmospheric pressure, cycling pressure under the
wound by:
removing gas from under the wound dressing so that
pressure under the wound dressing reaches a first
magnitude of reduced pressure;

storing, viathe first conduit, at least some of the removed
gas in the reservoir; and

supplying under the wound dressing, via the second
conduit, at least some of the stored gas from the res-
ervoir so that pressure under the wound dressing
changes from the first magnitude of reduced pressure
to a second magnitude of reduced pressure that is
closer to atmospheric pressure than the first magni-
tude of reduced pressure; and

using a valve of the reservoir to vent at least some of the
stored gas from the reservoir to atmosphere through a
filter so as to reduce pressure in the reservoir,

wherein a difference in pressure between the first magni-
tude of reduced pressure and the second magnitude of
reduced pressure is at least 10 mmHg, and said cycling
pressure under the wound is synchronized to the moni-
tored heart activity.

13. The method of claim 12, wherein said cycling pressure

under the wound comprises:

closing a control valve when applying the first magnitude
of reduced pressure; and

opening the control valve when applying the second mag-
nitude of reduced pressure.

14. An apparatus for providing negative pressure wound

therapy, the apparatus comprising:
a source of negative pressure configured to apply, via a
fluid flow path, reduced pressure to a wound dressing
placed over a wound, the fluid flow path comprising a
reservoir and first and second conduits, the first conduit
fluidically connected to the source of negative pressure
and the reservoir, and the second conduit fluidically
connected to the reservoir and the wound dressing; and
a controller configured to, while the source of negative
pressure maintains pressure under the wound dressing
below atmospheric pressure, cause pressure under the
wound dressing to be adjusted by:
removal of gas from under the wound dressing and stor-
age, via the first conduit, of at least some of the
removed gas in the reservoir thereby causing pressure
under the wound dressing to reach a first magnitude of
reduced pressure; and

supplying under the wound dressing, via the second
conduit, of at least some of the stored gas from the
reservoir so that pressure under the wound dressing
changes from the first magnitude of reduced pressure
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to a second magnitude of reduced pressure that is
closer to atmospheric pressure than the first magni-
tude of reduced pressure,

wherein a difference in pressure between the first magni-

tude of reduced pressure and the second magnitude of
reduced pressure is at least 10 mmHg, and

wherein the controller is configured to operate a valve of

the reservoir to vent at least some of the stored gas from
the reservoir to atmosphere so as to reduce pressure in
the reservoir.

15. The apparatus of claim 14, wherein the controller is
configured to operate at least one regulator configured to store
at least some of the removed gas in the reservoir or supply at
least some of the stored gas from the reservoir under the
wound dressing.

16. The method of claim 1, wherein said adjusting pressure
under the wound dressing comprises maintaining pressure
under the wound dressing at the first magnitude of reduced
pressure for a first duration and maintaining pressure under
the wound dressing at the second magnitude of reduced pres-
sure for a second duration longer than the first duration.

17. The method of claim 1, wherein said adjusting pressure
under the wound dressing comprises continuously varying
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pressure under the wound dressing between the first magni-
tude of reduced pressure and the second magnitude of
reduced pressure.

18. The method of claim 1, wherein the first magnitude of
reduced pressure is at least 80 mmHg below atmospheric
pressure.

19. The method of claim 8, wherein said cycling pressure
under the wound dressing is performed at a frequency
between 10 cycles per minute and 100 cycles per minute.

20. The apparatus of claim 14, wherein the controller is
configured to, while the source of negative pressure maintains
pressure under the wound dressing below atmospheric pres-
sure, cause pressure under the wound dressing to be adjusted
by cycling of pressure under the wound dressing between the
first and second magnitudes of reduced pressure using the
reservoir.

21. The apparatus of claim 20, wherein the controller is
configured to cycle pressure under the wound dressing at a
frequency between 10 cycles per minute and 100 cycles per
minute.



